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children where an allegation of child
abuse or neglect has been made.

(10) For child protective service
personnel responsible for intake,
screening, assessment, and investigation
of child abuse and neglect reports in the
state—

(a) information on the education,
qualifications, and training
requirements established by the state for
child protective service professionals,
including for entry and advancement in
the profession, including advancement
to supervisory positions;

(b) data of the education,
qualifications, and training of such
personnel;

(c) demographic information of the
child protective service personnel; and

(d) information on caseload or
workload requirements for such
personnel, including requirements for
average number and maximum number
of cases per child protective service
worker and supervisor.

(11) The number of children reunited
with their families or receiving family
preservation services that, within five
years, result in subsequent substantiated

reports of child abuse or neglect,
including the death of the child.

(12) The number of children for whom
individuals were appointed by the court
to represent the best interests of such
children and the average number of out
of court contacts between such
individuals and children.

(13) The annual report containing the
summary of activities of the citizen
review panels of the state required by
subsection (c)(6).

(14) The number of children under the
care of the state child protection system
who are transferred into the custody of
the state juvenile justice system.

(15) The number of children referred
to a child protective services system
under subsection (b)(2)(B)(ii).

(16) The number of children
determined to be eligible for referral,
and the number of children referred,
under subsection (b)(2)(B)(xxi), to
agencies providing early intervention
services under part C of the Individuals
with Disabilities Education Act (20
U.S.C. 1431 et seq.).

ANNUAL BURDEN ESTIMATES

(17) The number of children
determined to be victims described in
subsection (b)(2)(B)(xxiv).

(18) The number of infants—

(a) identified under subsection
(b)(2)(B)(i1);

(b) for whom a plan of safe care was
developed under subsection
(b)(2)(B)(i1i); and

(c) for whom a referral was made for
appropriate services, including services
for the affected family or caregiver,
under subsection (b)(2)(B)(iii).

The items listed under number (10),
(13), and (14) are not collected by
NCANDS.

The Children’s Bureau proposes to
continue collecting the NCANDS data
through the two files of the Detailed
Case Data Component, the Child File
(the case-level component of NCANDS)
and the Agency File (additional
aggregate data, which cannot be
collected at the case level). There are no
proposed changes to the NCANDS data
collection instruments.

Respondents: State governments, the
District of Columbia, and the
Commonwealth of Puerto Rico.

Total nu;ct))tgl of Average Total Annual
Instrument number of responses per burden hours burden burden
respondents respondent per response hours hours
Detailed Case Data Component: (Child File and Agency
File) IT Staff ..o 52 3 40.5 6,318 2,106
Detailed Case Data Component: (Child File and Agency
File) Programmatic Staff ..........ccooioiiiiniieee 52 3 65.5 10,218 3,406

Estimated Total Annual Burden
Hours: 5,512.

Comments: The Department
specifically requests comments on (a)
whether the proposed collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information shall have practical utility;
(b) the accuracy of the agency’s estimate
of the burden of the proposed collection
of information; (c) the quality, utility,
and clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology. Consideration will be given
to comments and suggestions submitted
within 60 days of this publication.

(Authority: 42 U.S.C. 5101 et seq.)

John M. Sweet, Jr,

ACF/OPRE Certifying Officer.
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SUMMARY: The Food and Drug
Administration’s (FDA or the Agency)
Center for Drug Evaluation and Research
(CDER) is announcing the continuation
of the Regulatory Project Management

Site Tours and Regulatory Interaction
Program (the Site Tours Program). The
purpose of this document is to invite
pharmaceutical companies interested in
participating in this program to contact
CDER.

DATES: Pharmaceutical companies may
send proposed agendas to the Agency by
May 16, 2023.

FOR FURTHER INFORMATION CONTACT: Dan
Brum, Center for Drug Evaluation and
Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 22, Rm. 5480, Silver Spring,
MD 20993-0002, 301-796-0578,
Dan.Brum@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:

I. Background

An important part of CDER’s
commitment to make safe and effective
drugs available to all Americans is
optimizing the efficiency and quality of
the drug review process. To support this
goal, CDER has initiated various training
and development programs to promote
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high performance in its regulatory
project management staff. CDER seeks to
enhance review efficiency and review
quality by providing the staff with a
better understanding of the
pharmaceutical industry and its
operations. To this end, CDER is
continuing its training program to give
regulatory project managers the
opportunity to tour pharmaceutical
facilities. The goals are to provide the
following: (1) firsthand exposure to
industry’s drug development processes
and (2) a venue for sharing information
about project management procedures
(but not drug-specific information) with
industry representatives.

II. The Site Tours Program

In this program, which generally lasts
a few days, small groups of CDER
regulatory project managers, often
including a senior level regulatory
project manager, can observe operations
of pharmaceutical manufacturing and/or
packaging facilities, pathology/
toxicology laboratories, and regulatory
affairs operations. Neither this tour nor
any part of the program is intended as
a mechanism to inspect, assess, judge,
or perform a regulatory function, but is
meant rather to improve mutual
understanding and to provide an avenue
for open dialogue. During the Site Tours
Program, regulatory project managers
will also participate in daily workshops
with their industry counterparts,
focusing on selective regulatory issues
important to both CDER staff and
industry. The primary objective of the
daily workshops is to learn about the
team approach to drug development,
including drug discovery, nonclinical
and clinical evaluation, postmarketing
activities, and regulatory submission
operations. The overall benefit to
regulatory project managers will be
exposure to project management, team
techniques, and processes employed by
the pharmaceutical industry. By
participating in this program, the
regulatory project manager will grow
professionally by gaining a better
understanding of industry processes and
procedures.

II1. Site Selection

All travel expenses associated with
the Site Tours Program will be the
responsibility of CDER; therefore,
selection will be based on the
availability of funds and resources for
each fiscal year. Selection will also be
based on firms having a favorable
facility status as determined by FDA’s
Office of Regulatory Affairs District
Offices in the firms’ respective regions.

Firms that want to learn more about this
training opportunity or that are
interested in offering a site tour should
respond by sending a proposed agenda
by email directly to Dan Brum (see
DATES and FOR FURTHER INFORMATION
CONTACT).

Dated: March 14, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-05509 Filed 3-16—23; 8:45 am]
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SUMMARY: In compliance with the
Paperwork Reduction Act of 1995,
HRSA submitted an Information
Collection Request (ICR) to the Office of
Management and Budget (OMB) for
review and approval. Comments
submitted during the first public review
of this ICR will be provided to OMB.
OMB will accept further comments from
the public during the review and
approval period.
DATES: Comments on this ICR should be
received no later than April 17, 2023.
ADDRESSES: Submit your comments to
paperwork@hrsa.gov or by mail to the
HRSA Information Collection Clearance
Officer, Room 14N136B, 5600 Fishers
Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT: To
request more information on the
proposed project or to obtain a copy of
the data collection plans and draft
instruments, email paperwork@hrsa.gov
or call Samantha Miller, the Acting
HRSA Information Collection Clearance
Officer, at 301-594—4394.
SUPPLEMENTARY INFORMATION: When
submitting comments or requesting
information, please include the
information request collection title for
reference.

Information Collection Request Title:
Health Center Patient Survey.

OMB No. 0915-0368—Lxtension.

Abstract: HRSA-supported health
centers (those entities funded under

section 330 of the Public Health Service
Act) deliver comprehensive, affordable,
quality primary health care to over 30
million patients nationwide, regardless
of their ability to pay. Nearly 1,400
health centers operate over 14,000
service delivery sites in every U.S. state,
the District of Columbia, Puerto Rico,
the U.S. Virgin Islands, and the Pacific
Basin. In the past, HRSA conducted the
Health Center Patient Survey (HCPS),
which surveys patients of HRSA-funded
health centers. The HCPS collects
information about sociodemographic
characteristics, health conditions, health
behaviors, access to and utilization of
health care services, and satisfaction
with health care received at HRSA-
funded health centers. The renewal of
the HCPS will use the same modules
from the 2022 HCPS (OMB #0915—
0368). There is no change to the current
survey instruments. Survey results come
from in-person, one-on-one interviews
with patients who are selected as
representative of the Health Center
Program patient population nationally.

A 60-day notice was published in the
Federal Register on January 4, 2023,
vol. 88, No. 2; pp. 361-362. There were
no public comments.

Need and Proposed Use of the
Information: The HCPS is unique
because it focuses on comprehensive,
nationally representative, individual
level data from the perspective of health
center patients. By investigating how
well HRSA-funded health centers meet
health care needs of the medically
underserved and how patients perceive
their quality of care, the HCPS serves as
an empirically-based resource to inform
HRSA policy, funding, and planning
decisions.

Likely Respondents: Staff and patients
at HRSA-supported health centers.

Burden Statement: Burden in this
context means the time expended by
persons to generate, maintain, retain,
disclose, or provide the information
requested. This includes the time
needed to review instructions; to
develop, acquire, install, and utilize
technology and systems for the purpose
of collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; to train
personnel and to be able to respond to
a collection of information; to search
data sources; to complete and review
the collection of information; and to
transmit or otherwise disclose the
information. The total annual burden
hours estimated for this ICR are
summarized in the table below.
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